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DEPARTMENT OF HEAL._TH ANHUMANSERVICE

- Food and Drug Admmlstratmn

[Docket No. 2003D—0001] (formerly G&D—MM)

Guidance for Industry on Nonchmeal Safety Evaluatlon F ed;atnc Drug ‘

Products; Avauablhty

AGENCY: F ood and Drug Admlmstratzon HHS

ACTION: NOUCB

SUMMARY: The Food and Drug Ad 0 :.EJ(FDA) is announcmg the
avallablhty ofa guldance for mdustry entltled “Nonclmlcal Safety Evaluatlon g

of Pediatric Drug Products T his documemt provxdes;g d: "_ce on tha role and

timing of ammal studies m the nonchmcal safety evaluat herap‘eutlca

intended for the treatment of pedlatnc patlents Tha gmd, dlscussesseme |

COIldlthIlS under which ]uvemle ammals can be meamng 3 ‘preﬂic?torsf' of'-

toxicity in pedlatnc patlents and makes recommendatlons on nanchnlcal
testing. :

'DATES: Submit written or {}-e;\le{:}t\rionitc:} Commentson agenpy’ guldancesat any f \ ";

time.

ADDRESSES Submlt wrltten requests for smgle coples oft gmance to thé
Division of Dmg Informatmn (HFD—~240), Center for Drug ’
Research, Food a—ndvDrug Admlmstratlon ~ 560-0?18}18!‘3 L c "ckvﬂle MD
20857. Send one self—addressed adheswa labal to assmtvth it of YICG in processmg |

_your requests. Submlt wratten Comments en the guldance to the Dzwsmn of

Dockets Management (HFA-—305) ._F 'yfd’an& Drug Adnnmstratzon 5630 Flshers

Lane rm. 1061, Rockvﬂle MD 20852 Submlt electromc comments to http /
cd0468 e s an




g
/www.fda. gov/dockets/ecomments See the SUPPLEMENTABY NFORMAT!ON

section for electronic access to the Agulydance document

FOR FURTHER !NFORMAT!ON CONTACT Kare“n L Dav1s Bruno Center for Drug

Evaluatlon and Research F ood and Drug Admmxstratlon 10903 New

Hampshlre Ave Bldg 22, rm. 3108 Sllver Sprmg, MD 209. -—0002 301 796~

2290.
SUPPLEMENTARY INFORMATION:

L Background

F DA is announcing the avallab ' 1ty of a gmdance for lndustry entltled
- “Nonclinical Safety Evaluatzon of Drug Products i Many therapeutlcsi -

marketed in the Umted States and used m pedlatrlc patlents lack adequate

information i in the labehng for use 1n that populatlon Re ;Afpegulatlon’s

have focused attention on current practlces for evaluatm' /_r.safetyiindthi‘,sc

populatlon Tradl-tlona]ly, safety data ‘from clxmcal st-udxf s in 2 ults,supported

effects may be very dlfflcult"to detectm i mal tr1alsordurlngrounne i

postmarketing surveﬂlance

In the Federal Regxster of February 3 2003 (68 F R 5?3 jEl.l)f;V_\:@lA announced

the avallablhty of a draft verswn of this’ gmdance entltled ‘N:nchmcal S‘afety

Evaluation of Pedlatmc Drug Products- ~Interested person . ;d%the opportumty

to submit comments Based on the: pubho comments rece?_: ed, changes to
wording have been added for clarlti ‘5and".the guxdance has been fmahzed T hlS |

document provides gmdance on thi | d\tlmlng of ammal studles in the

safety evaluation of therapeutlcs mtended for the treatment of pedlatrm




patients. It is. intended to serve asa resource for general_ oo _,;,,deratlons in

lons based on avaﬂablo smence and

testing and provide spemflc recommen‘" |

pragmatic considerations. The scop,_ of tl "swgmdance IS hmrted to safety effects :

that cannot be reasonably, ethlcally, and safely assessed ;;pedlatrlc chmcal

trlals

This gurdance is bemg 1ssued consxstent w1th F DA ulddnce *

practices regulation (21 CFR 10 115) The guldance repv sent ie‘-fafgéncyy’s' 5

current thmkmg on nonchmcal safety evaluatlon of 'p ug products

It does not create or confer any rlghts for or on any person‘ /andf ,v_‘_,;oes not operate,

- to bind FDA or the pubhg_..An_ alte :\ "Vach_ may be used if suoh

i

approach satisfies the requirement oft ,apphcable siatutes and regulatlons

II. Comments. |

IntereSﬁted pers;‘ons‘may 'sub'm»itft'o‘ thé fhivision ofD anagement (see

ADDRESSES) wrltten or electronlc comments regardmg‘ nent. Submit '
a single copy of electromc comments or two paper 00p1 maﬂed o

commonts except that md1v1duals may subrmt one paper y Comments“are :

to be 1dent1fred w1th the docket number' f: und in brackets in the headmg of

this document The gmdance and omments may be seen in the

Division of Dockets Manggem_ent betfwe; n 9 ','_j.; n.and 4 p.m., o?_ day through

Friday.




II1. Electronic Access

Persons w1th access. to the Inmrnet may obtam the document at elther

\tm or http //Www fda gov/ohrms/

V'http /S www., .fda. gov/cder/guzdanced ?nde"':"“
dockets/default htm ‘ :




